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Blood collection volume for laboratory tests and pharmacokinetic/pharmacodynamic analysis (estimated)
Interim
1st/2nd visit/
Screeni | Hospitaliz Administration of investigational product and Endofa | Poststudy Blood
ng ation timing of blood collection for PK/PD analysis cohort | safety visit co]le(::ion
Intravenous
o X Before 0,0.25,0.5,1,3 6 9 volume
Hours after | administration _| v,y | njA | administratio 24 | 48 | 72 | 96 | 120 | 144 | NA NA hort
administration Subcutaneous 1.2. 4 6 8.10. 12 per coho!
administration o > o (mL)
g:l‘;’; collection volume per visit 207 | 379 32.4 14 | 114 | 114 | 84 | 114 | 114 | 379 215 -
Laboratory tests (mL)
Complete blood count 8 8 - - - - - - - - - 8 -
Blood coagulation 27 84 - - 84 - 84 84 84 | 84> | 84 | 84 84 -
Bethesda assay 1.5 - - - 1.5 1.5 -
Anu-drug antibodies/neutralizing antibodies to 10 2 i i i 2 2
investigational product
IgG, IgE, Factor 9 gene mutation test 4, HLA
typing and other IR (immune response) genes - - - - - - - - - - - - - 3
(If required)
PK/PD analysis (mL)
Cohort 1 BeneFIX 75 IU/kg w/IV 3 - 3 3 (per t%me) 3 3 (per t?me) 3 3 3 - - - - - 3102
ISU304 75 TU/kg w/IV - - 3 3 (per time) 3 3 (pertime) | 3 3 3 - - - - -
ISU304 75 TU/kg w/IV 3 - 3 3 (per time) 3 3 (pertime) | 3 3 3 - - - - -
Cohort 2 - - 310.2
ISU304 75 TU/kg w/SC - - 3 3 (per time) 3 3 (per time) 3 3 3 - - - - -
ISU304 75 TU/kg w/IV 3 - 3 3 (per time) 3 3 (per time) | 3 3 3 - - - - -
Cohort 3 - - 321.6
ISU304 150 IU/kg w/SC - - 3 3 (per time) 3 3 (pertime) | 3 3 3 - 3 - - -
Cohort 4¢  |ISU304 150 TU/kg w/SC - - 3 (per time) - - 3 3 3 - - 145.0
ISU304 75 TU/kg w/IV - - 3 3(per time):c 166.0
Cohort 5¢ - i
ISU304 150 IU/kg w/SC - - 3(per time) - - - 3 - 3 3

+ — Volume of collected blood from a Cohort 5 subject is 11.4 mL at 96 hours after 13t administration (visit 5) and 14.4 mL at 120 hours after 1% administration (visit 6).

F- Atth e first administration day of Cohort 5, total 3 PK/PD sample collections, right before IV administration, 0 min. and 0.5 min. will be done.
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